EPA Registration # 74530-23
After 5/27/2011



Form Approved OMB No. 2070-

o, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 0068
& 401 M Street, S.W.
Sens? WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency,
401 M Street, S. W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX

Date: 10/29/2012 EPA Reg No./File Symbol: 74530-23 Page 2 of 3
Applicant's/Registrant's Name & Address:  Helm Agro US, Inc. L i 3
8275 Tournement Drive, Suite 340 Product: Lambda:Cytalotinin TC
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical '
Guideline Reference
Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/OPPTS
63-4/ 47193401 Qi
830.6304 Odor Helm Agro US, Inc. W
63-5/ 47170105
830.7200 Melting Point Helm Agro US, Inc. Own
63-7/ 47193401
830.7300 Density Helm Agro US, Inc. Own
63-8/ 47193402 i
830.7840 Solubility 47170108 Helm Agro US, Inc.
63-9/ 47193403 Own
830.7950 Vapour Pressure Helm Agro US, Inc.
63-11/ 47170106 i
830.7550 Octanol/Water Partition Coefficient Helm Agro US, Inc.
63-12/ 47193401 O
830.7000 pH Helm Agro US, Inc.
63-13/ 47170101 O
830.6313 Stability Helm Agro US, Inc.
63-14/ 47170101 Fo o
830.6314 Oxidaticn/i aduction: Chemical incompatibility Helm Agro US, Inc.
63-16/ 47170101 G
830.6316 __l_-ixplod?bility Helm Agro US, Inc.
63-17/
830.6317 Storage Stability 47890801 Helm Agro US, Inc. o
63-20/
830.632C | Cur-osion Characteristius 47890801 Helm Agro US, Inc. o
N/A/
830.70-0 L'V/ /isible Adsorjtion 47193401 Helm Agro US, Inc. Qi
EPA Form 8570-35 (4-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy




Form

o, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY o
(& 401 M Street, S.W. 2070-0060
Ko WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.
W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX
Date: 10/29/2012 EPA Reg No./File Symbol: 74530-23 Page 3 of 3
Applicant’s/Registrant's Name & Address:  Helm Agro US, Inc.
8275 Tournement Drive, Suite 340 Product: Lambda-Cyhalothrin TC
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference Numbers, o e -
OPP/OPPTS Guideline Study Name MRID Number Submitter Status Note
81-1/ Acute Oral Toxicity - Rat 47170110 Helm Agro US OWN
870.1100
81-2/ Acute Dermal Toxicity-Rabbit 47170111 Helm Agro US OWN
870.1200
81-3/ Acute Inhalation Toxicity-Rat 47170112 Helm Agro US OWN
870.1300
81-4/ Primary Eye Irritation-Rabbit 47170113 Helm Agro US OWN
870.2400
81-5/ Primary Dermal Irritation-Rabbit 47170114 Helm Agro US OWN
870.2500
81-6/ Dermal Sensitization in Guinea Pigs 47170115 Helm Agro US OWN
870.2600
EPA Company No
Gener.c Lanibda-Cyhalothrin Data, 100 Syngenta Crop Protection Pay
offer “c pay ur.der “cite-all”,
see erclosed '.OA from Syngenta
datee 93/ 1/12u11
Signature _'—
" s N d Title: Bert Volger, Ph.D.
A ' ame and Title: Bert Volger, Ph.
‘-Jl—*f""‘r L Yf Agent for Helm Agro US, Inc. Date October 29, 2012

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 3













CONDITIONS OF SALE
AND LIMITATION OF WARRANTY AND LIABILITY

NOTICE: Read the entire Directions for Use and Conditions of Sale and Limitation of Warranty and
Liability before buying or using this product. If the terms are not acceptable, return the product at once,
unopened, and the purchase price will be refunded.

The Directions for Use of this product must be followed carefully. It is impossible to eliminate all risks
inherently associated with the use of this product. Crop injury, ineffectiveness or other unintended
consequences may result because of such factors as manner of use or application, weather or crop
conditions, presence of other materials or other influencing factors in the use of the product, which are
beyond the control of Helm Agro US, Inc. or Seller. To the extent permitted by applicable law, all such
risks shall be assumed by Buyer and User, and Buyer and User agree to hold Helm and Seller harmless
for any claims relating to such factors.

Helm warrants that this product conforms to the chemical descrlptlon on the label and is reasonably fit for
the purposes stated in the Directions for Use, subject to the inherent risks referred to above, when used
in accordance with directions under normal use conditions. To the extent permitted by applicable law,
this warranty does not extend to the use of this product contrary to label instructions, or under abnormal
conditions or under conditions not reasonably foreseeable to or beyond the control of Seller or Helm, and
Buyer and User assume the risk of any such use. To the extent permitted by applicable law, HELM
MAKES NO WARRANTIES OF MERCHANTABILITY OR OF FITNESS FOR A PARTICULAR PURPOSE
NOR ANY OTHER EXPRESS OR IMPLIED WARRANTY EXCEPT AS STATED ABOVE.

In no event shall Heim or Seller be liable for any incidental, consequential or special damages resulting
from the use or handling of this product. To the extent permitted by applicable law, THE EXCLUSIVE
REMEDY OF THE USER OR BUYER, AND THE EXCLUSIVE LIABILITY OF HELM AND SELLER FOR
ANY AND ALL CLAIMS, LOSSES, INJURIES OR DAMAGES (INCLUDING CLAIMS BASED ON
BREACH OF WARRANTY, CONTRACT, NEGLIGENCE, TORT, STRICT LIABILITY OR OTHERWISE)
RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT, SHALL BE THE RETURN OF THE
PURCHASE PRICE OF THE PRODUCT OR, AT THE ELECTION OF HELM OR SELLER, THE
REPLACEMENT OF THE PRODUCT.

Heim and Seller offer this product, and Buyer and User accept it, subject to the foregoing conditions of
sale and limitations of warranty and of liability, which may not be modified except by written agreement
signed by a duly authorized representative of Helm.

EPA approved 02-18-2009 with comments incorporated; revised 11-03-2011 by adding additional crops









6. Data Matrix (EPA form 8570-35)
One copy of the Data Matrix of all previously submitted data in support of the proposed
registration (one copy for Agency Internal Use, and one copy for Public File).

9. Reqistration Service Fee
Under PRIA lll, the subject application should be assigned EPA's Action Code R340:
Application to add an alternate CSF; using a new technical source for Lambda-
Cyhalothrin TC, that requires reviews within RD of product chemistry data of the new
source (Non-fast track; EPA decision review time of 4 months, fee = $3,617).

10. Confirmation of PRIA fee payment
Agency Tracking ID: 74372391046 (See attached copy of online payment confirmation).

We appreciate your expeditious processing of this submission and approval of the subject
application. If you need any additional information or assistance regarding this application, please
do not hesitate to contact me at 610-793-3222 (bertvolger@comcast.net).

Sincerely,

S iy

Bert Volger, Ph.D
Agent for
HELM Agro US, Inc.

Cc: Jan Stechmann -HAI
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November 6, 2012
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-471494

EPA File Symbol or Registration Number: 74530-23
Product Name: LAMBDA-CYHALOTHRIN TC
EPA Receipt Date: 02-Nov-2012

EPA Company Number: 74530

Company Name: HELM AGRO US, INC.

BERT VOLGER, PH.D.

CERES INTERNATIONAL LLC
HELM AGRO US, INC.

1087 HEARTSEASE DRIVE
WEST CHESTER, PA 19382-

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R340

AMENDMENT;NON-FAST TRACK;REVIEW WITHIN RD, E.G. PRECAUTIONARY
LABELING;

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362.

Sincerely,

7 T

Front End Processing Staff

Information Technology & Resources Management Division
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[Fee for Service] 926321y~

This package includes the following | for Division
|

“ New Registration | ~AD

* Amendment | st
v Studies? ' Fee Waiver?

_ - Risk Mgr. 13

‘volpay % Reduction:

— — — - - | .

Receipt No. S-| 926321

EPA File Symbol/Reg. No. 74530-23

Pin-Punch Date: 11/2/2012

This item is NOT subject to FFS action.

~Action Code: | Parent/Child Decisions:
Requested: | £ 340 Ii

Granted: | 2.%Y40 |

Amount Due: $ '7?,6517 |

¥ Inert Cleared for Intended Use Uncleared Inert in Product

fla - - H/,
Reviewer: //WNJJ‘Z//\MM Fiakes /’// 5/
Remarks:

13






Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to

http://www.epa.gov/pesticides/regulating/tolerance petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk.html)

10

Required Data (link to
http://www.epa.gov/pesticides/regulating/data_requirements.htm) and/or
data waivers. See Footnote C.

a) List study (or studies) not included with application

15







site [link to http://www.ena.gov/opprd()oI/inerts/lists.html] and if the inert is not
approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the
correspondence with ITAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to

http://www.epa.gov/oppbppd | /biopesticides/contacts bppd.htm].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd001/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

5



3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
AS531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.

19
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Online Payment

Online Payment
Step 3: Confirm Payment

Thank you.
Your transaction has been successfully completed.

Pay.gov Tracking Information
Application Name: PRIA Service Fees
Pay.gov Tracking ID: 258F1844
Agency Tracking ID: 74372391046
Transaction Date and Time: 10/29/2012 12:33 EDT
Payment Summary
Address Information Account Information
Account Holder Card Type: Visa

_ Bert Volger
M Card Number: ***********6411
1087 Heartsease fei
Billing Address: Drive zig:,sd:r
Billing Addreszs- Registration 74530-23
et Number:
Clty: West Chester Helm Agro us
State / Province: PA Company Name: Inc.
Zip / Postal Company
Code: Hpad Number: e
Country: USA Action Code: R340

Do you want to 1 create |a new plastic card?

https://www.pay.gov/paygov/payments/authorizePlasticCardPayment.html

Page 1 of 1

11213

Payment Information
Payment Amount: $3,617.00

Transaction Date 10/29/2012
and Time: 12:33 EDT

21
10/29/2012






6. Data Matrix (EPA form 8570-35)
One copy of the Data Matrix of all previously submitted data in support of the proposed
registration (one copy for Agency Internal Use, and one copy for Public File).

9. Registration Service Fee
Under PRIA lll, the subject application should be assigned EPA’'s Action Code R340:
Application to add an alternate CSF; using a new technical source for Lambda-
Cyhalothrin TC, that requires reviews within RD of product chemistry data of the new
source (Non-fast track; EPA decision review time of 4 months, fee = $3,617).

10. Confirmation of PRIA fee payment
Agency Tracking ID: 74372391046 (See attached copy of online payment confirmation).

We appreciate your expeditious processing of this submission and approval of the subject
application. If you need any additional information or assistance regarding this application, please
do not hesitate to contact me at 610-793-3222 (bertvolger@comecast.net). |

Sincerely,

:\E%—J* l‘ ?’YT/(
Bert Volger, Ph.D

Agent for
HELM Agro US, Inc.

Cc: Jan Stechmann -HAI

23









Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107, 2070-0122; 2070-0164

<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing
the burden to: Director, Collection Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W.,
Washington, DC 20460. Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant’s Name, Address and Telephone Number EPA Registration Number/File Symbol
Helm Agro US, Inc.
8275 Tournament Drive, Suite 340
Memphis, TN 38125 53883-23
901-312-1525

Active Ingredient(s) and/or Representative Test Compound(s) Date

Lambda-cyhalothrin October 29, 2012

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name

Indoor and Outdoor Uses Lambda-Cyhalothrin TC

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label you do not

need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

[0 |am responding to a Data Call-In Notice and have included with this form a list of companies sent offers of compensation (the Data Matrix form
should be used for this purpose).

Section I: Method of Data Support
(Check only one method)

O | am using the cite-all method of support and have included with this | X | am using the selective method of support (or cite-all option under
form a list of companies sent offers of compensation (the Data the selective method) and have included with this form a completed
Matrix form should be used for this purpose). list of data requirements (the Data Matrix form must be used).

Section II: General Offer-to-Pay

X  [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]
| hereby offer and agree to pay compensation to other persons with regard to the approval of this application to the extent required by FIFRA.

Section lll: Certification
| hereby certify that this application for registration, this form for reregistration or this Data Call-In response is supported by all data submitted or
cited in the application for registration, the form for reregistration or the Data Call-In response. In addition, if the cite-all option or cite-all option under
the selective method is indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of
this product or an identical or substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be
required to be submitted under the data requirements in effect on the date of approval of this application if the application sought the initial
registration of a product of identical or similar composition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration that | am the original data submitter or that | have
obtained the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use siudy, either: (a) | ain the original
data submitter; (b) | have obtained the permission of the original data submitter to use the study in support of {nis appiication; (c) all periods of
eligibility for compensation have expired for the study; (d) the study is in the public literature; or (e) | have notifiz¢ .. .writing the company that
submitted the study and have offered: (i) to pay compensation to the extent required by Sections 3(c)(1)(F) and/or 3/c)(2)(B) of FIFRA: and (ii) to
commence negotiations to determine the amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation ani evidence of their delivery in
accordance with Sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to
produce such evidence to the Agency upon request | understand that the Agency may initiate action to deny, cancel or suspend the registration of my
product in conformity with FIFRA.

| certify that the statements | have made on this form and all attachments to it are true, accurate and complete. | acknowledge that
any knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law.

igRature Date Typed or Printed Name and Title
' f- f—fa“"( 10-29-2012 Bert Volger, Ph.D.,
Agent for Helm Agro US, Inc.

EPA Form 8570-34 (12-2003) Electronic and Paper versions available. Submit only Paper version.
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2 o 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%M ; WASHINGTON, D.C. 20460
%
@
"4 ppcned :
November 06, 2012 OFFICE OF CHBWJICAL SAFETY

AND POLLUTION PREVENTION

CERES INTERNATIONAL LLC
HELM AGRO US, INC.

1087 HEARTSEASE DRIVE
WEST CHESTER, PA 19382

Report of Analysis for Compliance with PR Notice 11-03

Thank you for your submittal of 02-NOV-12. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master
Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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6. Data Matrix (EPA form 8570-35)
One copy of the Data Matrix of all previously submitted data in support of the proposed
registration (one copy for Agency Internal Use, and one copy for Public File).

9. Reqistration Service Fee
Under PRIA lll, the subject application should be assigned EPA’'s Action Code R340:
Application to add an alternate CSF; using a new technical source for Lambda-
Cyhalothrin TC, that requires reviews within RD of product chemistry data of the new
source (Non-fast track; EPA decision review time of 4 months, fee = $3,617).

10. Confirmation of PRIA fee payment
Agency Tracking ID: 74372391046 (See attached copy of online payment confirmation).

We appreciate your expeditious processing of this submission and approval of the subject
application. If you need any additional information or assistance regarding this application, please
do not hesitate to contact me at 610-793-3222 (bertvolger@comcast.net).

Sincerely,

Bert Volger, Ph.D

Agent for
HELM Agro US, Inc.

Cc: Jan Stechmann -HAI
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Form Approved OMB No. 2070-0060

Ao UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{M! 401 M Street, S.W.
e WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection
Agency, 401 M Street, S. W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX

Date: 10/29/2012 EPA Reg No./File Symbol: 74530-23 Page 1 of 3

Applicant's/Registrant’'s Name & Address:  Helm Agro US, Inc.
8275 Tournement Drive, Suite 340 Product: Lambda-Cyhalothrin TC
Memphis, TN 38125

Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference
Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/OPPTS
61-1/ Product Identity and Composition 47170101 Helm Agro US, Inc.
830.1550 Owa
5 48840501
61-2/ Beginning Materials and Manufacturing Process 47170101 Helm Agro US, Inc. Owi
830.1600 & 830.1620 48840501 "
61-3/ Discussion of the Formation of Impurities 47170101 Helm Agro US, Inc.
830.1670 Qwn
4 48840501
62-1/ Preliminary Analysis 47170102 Helm Agro US, Inc.
830.1700 S
‘ 48840502
See submitted CSF
62-2/ Certified Limits 47170101 Helm Agro US, Inc. e
830.1750 48840501
62-3/ i Erforcerment Analytical Method 47170103 Helm Agro US, Inc.
1 Own
830.1800 i 48840502
63-2/ Color 47193401 Helm Agro US, Inc. i
830.63C2
63-3/ Physical State 47193401 Helm Agro US, Inc. ik
830.6303
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY v
mg 401 M Street, S.W.
peery WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency,
401 M Street, S. W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX
Date: 10/29/2012 EPA Reg No./File Symbol: 74530-23 Page 2 of 3
Applicant's/Registrant's Name & Address:  Helm Agro US, Inc. . 2 ;
8275 Tournement Drive, Suite 340 Fraodst: LimpaEaiakhag TO
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference
Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/OPPTS
63-4/ 47193401 own
830.6304 Odor Helm Agro US, Inc.
63-5/ 47170105
830.7200 Melting Point Helm Agro US, Inc. Own
63-7/ 47193401 o
830.7300 Density Helm Agro US, Inc. W
63-8/ 47193402 own
830.7840 Solubility 47170108 Helm Agro US, Inc.
63-9/ 47193403 o
830.7950 Vapour Pressure Helm Agro US, Inc.
63-11/ 47170106 Oown
830.7550 Octanol/Water Partition Coefficient Helm Agro US, Inc.
63-12/ 47193401 Sy
830.7000 pH Helm Agro US, Inc.
63-13/ 47170101 Own
830.6313 Stability Helm Agro US, Inc.
63-14/ 47170101 Own
830.6314 Oxidaticn/i sduction: Chemical incompatibility Helm Agro US, Inc.
63-16/ 47170101 Cwit
830.6316 __I_.Explod?nility Helm Agro US, Inc.
63-17/
830.6317 Storage Stability 47890801 Helm Agro US, Inc. K
63-20/
830.632C corrosion Characteristios 47890801 Helm Agro US, Inc. v
N/A/
830.70-0 UV/ Jisible Adsorytion 47193401 Helm Agro US., Inc. i
EPA Form 8579-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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Form

O, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Approved
o OMB No.
img 401 M Street, S.W. 2070-0060

e WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.
W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX
Date: 10/29/2012 EPA Reg No./File Symbol: 74530-23 Page 3 of 3
Applicant's/Registrant's Name & Address:  Helm Agro US, Inc.
8275 Tournement Drive, Suite 340 Product: Lambda-Cyhalothrin TC
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference Numbers, s E
OPP/OPPTS Guideline Study Name MRID Number Submitter Status Note
81-1/ Acute Oral Toxicity - Rat 47170110 Helm Agro US OWN
870.1100
81-2/ Acute Dermal Toxicity-Rabbit 47170111 Helm Agro US OWN
870.1200
81-3/ Acute Inhalation Toxicity-Rat 47170112 Helm Agro US OWN
870.1300
81-4/ Primary Eye [rritation-Rabbit 47170113 Helm Agro US OWN
870.2400
81-5/ Primary Dermal Irritation-Rabbit 47170114 Helm Agro US OWN
870.2500
81-6/ Dermal Sensitization in Guinea Pigs 47170115 Helm Agro US OWN
870.2600
EPA Company No
Gener.c Lanibda-Cyhalothrin Data, 100 Syngenta Crop Protection Pay
offer *c pay ur.der “cite-all",
see erzlosed '.OA from Syngenta
datet U3/ualdul
Signature _H _
i e Name and Title: Bert Volger, Ph.D
A ame a itle: ger, Ph.D.
£t VY e Agent for Helm Agro US, Inc. Date October 29, 2012
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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UNITED STA. £8 ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

% ot >
WFEICE OF

(
CHENTCAL SAFETY
AND POLLUTION PREVENTION

0CT 25 201
Bert Volger, PH.D
Ceres International, LLC
Helm Agro US, Inc.
1087 Heartsease Drive
West Chester, PA 19382

Dear Dr. Volger

Subject: Alternate Confidential Statement of Formula for a Manufacturing
Use Product
Lambda-Cyhalothrin TC
EPA Registration Number: 74530-23
Application Dated: May 11, 2012
Decision: 465-360

The Technical Review Branch of the Registration Division has completed their
review of the proposed Alternate Confidential Statement of Formula dated
May 11, 2012 and has determined it to be acceptable. This information has been
placed in the file for the subject product.

If you have any questions please, contact Melody Banks on 703 305 5413 or
E-mail at banks.melody(@epa.goy

Sigcerely,

Mark Suarez
Product Manager 13
Insecticide Branch
Registration Division 7504P

Enclosure: Copy of Product Chemistry Review
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: - UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g M g WASHINGTON, D.C. 20460
% &
%L ;',p“\
PROV OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION
OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (7505P)
DP Barcode No.: D403565 File Symbol No.: 74530-23 Decision No.: 465360
PC Code: 128897 Action Code: R 340
Food Use: NO Product Name: Lambda-Cyhalothrin TC
Date: October 24, 2012
SUBIJECT: Product Chemistry Review of the Manufacturing Use Product Lambda-Cyhalothrin TC
FROM: Bruce F. Kitchens, Chemist W =
Technical Review Branch/RD (7505P) .
Registration Division (7505P) Zf/ & Zo/s Z-

TO: RM #13, Mark Suarez/Samantha Hulkower @u\/\ 1 q ~ A l '} i S
Insecticide Branch

Registration Division (7505P)

INTRODUCTION:

The registrant, Helm Agro US, Incorporated, is submitting a request to amend the registered manufacturing use
product, Lambda-Cyhalothrin TC. This amendment is the result of an additional production site for the active
ingredient. The active ingredient in this product is Lambda-Cyhalothrin at a label nominal concentration of 97.9%
a.l. This product is intended for use in the manufacture of insecticide end-use products. In support of this request,
the registrant has submitted an alternate Confidential Statement of Formula (CSF) dated 11 May 2012 and product
chemistry data contained in MRID#s 488405-01 and 488405-02. The Technical Review Branch (TRB) has been
asked to review this submission.

SUMMARY OF FINDINGS:
TRB has reviewed this submission and reports the following findings:

e This product is produced from an integrated formulation system. This means that the product is the result
of intended chemical reactions.

2, All impurities have been assayed and identified by the registrant. The registrant has not declared any
impurities of toxicological concern in this product. All impurities have a nominal concentration and upper
certified limits. The proposed alternate formulation contains fewer impurities than the current basic
formulation.

8. The nominal concentration of the active ingredient listed on the proposed alternate CSF and the basic CSF
are the same. The mean active ingredient nominal concentration as determined in the preliminary analysis
is 98.10%. This differs from the active ingredient nominal concentration of 97.9% ai listed on the CSF;
however, it does fall within the certified limits of the active ingredient.
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*Product ingredient source information may be entitled to confidential treatment*

DP Barcode No.: D403565 File Symbol No.: 74530-23 Decision No.: 465360
PC Code: 128897 Action Code: R 340

Food Use: NO Product Name: Lambda-Cyhalothrin TC

4. The active ingredient’s certified limits as proposed on the alternate CSF are acceptable.

5 The alternate production is:

L ——

In correspondence, the registrant declared that the manufacturing process did not change.
CONCLUSIONS:

TRB has reviewed this submission and concludes the following:

I. The proposed alternate formula CSF for the manufacturing use product, Lambda-Cyhalothrin dated 11 May
2012 is acceptable.

2. This submission satisfies the data requirements as specified in 40 CFR 158.320, 158.325, 158.335,
158.340, 158.350, and 158.355 with respect to product identity and composition, description of materials
used to produce the product, description of production process, discussion of formation of impurities,
certified limits, and enforcement analytical method.

)

This submission meets the criteria specified in 40 CFR 152.43 with respect to alternate formulations.
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DP Barcode No.: D403565

PC Code: 128897
Food Use: NO

File Symbol No.: 74530-23
Action Code: R 340
Product Name: Lambda-Cyhalothrin TC

Lyecision No.: 465360

830.1550. Product Identity & Composition:

Trade Name:

Alternate Brand Name:
Synonyms

EPA Registration No.:
PC Code

Source:

Common name (I1SO):

Chemical Name (IUPAC)

CAS Nomenclature:

CAS Number:

Molecular Weight
Identity test

Empirical Formuia

Structural Formula

Purpose

Nominal Concentration /

Label claim of active ingredient:

Other ingredients:

Label statement:

Lambda-Cyhalothrin TC
Lambda-Cyhalothrin Technical
R118321, PP321

74530- to be assigned

128897

Alternate, new Sourc

Lambda-cyhalothrin (technical); ISO # 1750 (2pproved)

A reaction product comprising equal quantities of (S)-a-cyano-3-
phenoxybenzyl (2)-(1R,3R)-3-(2-chloro-3,3, 3-trifluoroprop-1-enyl)-
2,2-dimethyicyclopropanecarboxylate and (R)-a-cyanoc-3-
phenoxybenzyl (2)-(1S,38)-3-(2-chlcro-3,3,3-trifluoroprop-1-enyl)-
2,2-dimethylcyclopropanecarboxylate

[1a(S7),3a(2))-(t)-cyano(3-phenoxyphenylymethyl 3-(2-chloro-3,3,3-
trifluoro-1-propenyl)-2,2-dimethylcyclopropanecarboxyiate

91465-08-6

449.9
GC (relative retention time), NMR, IR

C23H18CIF3NO3

CE, )] CN
Y

ﬂ/'/"—_:* ﬂ\D/\\ N 0.
ST O
H,C CH,

Insecticide for Formulation Purposes only

97.9% wiw

2.1% wiw

*Product ingredient source information may be entitled to confidential treatment*



DP Barcode No.: D403565 File Symbol No.: 74530-23 Lccision No.: 465360
PC Code: 128897 Action Code: R 340
Food Use: NO Product Name: Lambda-Cyhalothrin TC

CONFIDENTIAL APPENDIX

Results of the 5 batch analysis are provided in the following table:

*Manufacturing process information may be entitled to confidential treatment*






Registration:
Company:

Risk Manager:

Risk Manager Reviewer:
Sent Date:

Type of Registration:
Action Desc:

Ingredients:

Expedite:

DP Ingredient:

Decision #: 465360

DATA PACKAGE BEAN SHEET DP #: (403565)
Date: 18-Oct-2012 PRIA
Page 1 of 2 Parent DP #:
Submission #: 917574

* * * Registration Information * * * Pl

fb L,( C
74530-23 - LAMBDA-CYHALOTHRIN TC I,’ \ .
74530 - HELM AGRO US, INC. ' B \% 2 /N/
RM 13 - Mark Suarez - (703) 305-0120 Room# PY1 S-7246 %f/ }

Samantha Hulkower SHULKOWE
PRIA Due Date: 15-Oct-2012 Edited Due Date:

Product Registration - Section 3
(R340) NON-FAST-TRACK (INCLUDES CHANGES TO PRECAUTIONARY LABEL STATEME

128897, lambda-Cyhalothrin(97.9%)

*** Data Package Information * * *

() Yes @ No Date Sent: 11-Jul-2012 Due Back:

128897, lambda-Cyhalothrin

DP Title: Review of alternate source
CSF Included: @ Yes () No Label Included: () Yes @ No Parent DP #:
Assigned To Date In Date Out : :
10~ 7~ Vi~
Organization: RD / TRB Last Possible Science Due Date: 15-Sep=2012—

Team Name: CHEM
Reviewer Name:

Contractor Name:

Science Due Date:

Sub Data Package Due Date:

* * * Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * * *
No Additional Data Packages

* ** Data Package Instructions * * *

Please review the data submitted to support the registration of an alternate source for the currently registered MUP.

46









DP#: (403565)

MRID

Page 2

Citation Reference

48840501

48840501

48840501

48840501

48840501

48840501

48840501

48840501

Volger, B. (2012) Lambda-Cyhalothrin TC
(Technical): Product Identity and Composition,
Description of Materials Used, Description of
Production Process, Discussion of the
Formation of Impurities, Certified Limits,
Enforcement Analytical Method, Submittal of
Sample. Project Number: HELM/120511.
Unpublished study prepared by Ceres
International, LLC. 131p.

*** Studies Sent for Review ** * Decision:!: (465360)
Guideline | 86-5 Status

830.6304/Odor Pass (20-Jun-2012)

830.6314/Oxidizing or Pass (20-Jun-2012)

Volger, B. (2012) Lambda-Cyhalothrin TC
(Technical): Product Identity and Composition,
Description of Materials Used, Description of
Production Process, Discussion of the
Formation of Impurities, Certified Limits,
Enforcement Analytical Method, Submittal of
Sample. Project Number: HELM/120511.
Unpublished study prepared by Ceres
International, LLC. 131p.

Volger, B. (2012) Lambda-Cyhalothrin TC
(Technical): Product Identity and Composition,
Description of Materials Used, Description of
Production Process, Discussion of the
Formation of Impurities, Certified Limits,
Enforcement Analytical Method, Submittal of
Sample. Project Number: HELM/120511.
Unpublished study prepared by Ceres
International, LLC. 131p.

Volger, B. (2012) Lambda-Cyhalothrin TC
(Technical): Product Identity and Composition,
Description of Materials Used, Description of
Production Process, Discussion of the
Formation of Impurities, Certified Limits,
Enforcement Analytical Method, Submittal of
Sample. Project Number: HELM/120511.
Unpublished study prepared by Ceres
International, LLC. 131p.

Volger, B. (2012) Lambda-Cyhalothrin TC
(Technical): Product [dentity and Composition,
Description of Materials Used, Description of
Production Process, Discussion of the
Formation of Impurities, Certified Limits,
Enforcement Analytical Method, Submittal of
Sample. Project Number: HELM/120511.
Unpublished study prepared by Ceres
International, LLC. 131p.

Volger, B. (2012) Lambda-Cyhalothrin TC
(Technical): Product Identity and Composition,
Description of Materials Used, Description of
Production Process, Discussion of the
Formation of Impurities, Certified Limits,
Enforcement Analytical Method, Submittal of
Sample. Project Number: HELM/120511.
Unpublished study prepared by Ceres
International, LLC. 131p.

Volger, B. (2012) Lambda-Cyhalothrin TC
(Technical): Product Identity and Composition,
Description of Materials Used, Description of
Production Process, Discussion of the
Formation of Impurities, Certified Limits,
Enforcement Analytical Method, Submittal of
Sample. Project Number: HELM/120511.
Unpublished study prepared by Ceres
International, LLC. 131p.

Volger, B. (2012) Lambda-Cyhalothrin TC
(Technical): Product Identity and Composition,
Description of Materials Used, Description of
Production Process, Discussion of the
Formation of Impurities, Certified Limits,
Enforcement Analytical Method, Submittal of
Sample. Project Number: HELM/120511.
Unpublished study prepared by Ceres
International, LLC. 131p.

reducing action

830.6315/Flammability Pass (20-Jun-2012)

830.6316/Explodability Pass (20-Jun-2012)

830.6317/Storage stability Pass (20-Jun-2012)

830.6319/Miscibility Pass (20-Jun-2012)

830.6321/Dielectric breakdown Pass (20-Jun-2012)

voltage

830.7000/pH Pass (20-Jun-2012)
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6. Data Matrix (EPA form 8570-35)
One copy of the Data Matrix of all previously submitted data in support of the proposed
registration (one copy for Agency Internal Use, and one copy for Public File).

9. Registration Service Fee
Under PRIA I, the subject application should be assigned EPA’'s Action Code R340:
Application to add an alternate CSF; using a new technical source for Lambda-
Cyhalothrin TC, that requires reviews within RD of product chemistry data of the new
source (Non-fast track; EPA decision review time of 4 months, fee = $3,617).

10. Confirmation of PRIA fee payment
Pay.gov Tracking ID: 256KUI35; Agency Tracking ID: 74311485542 (See attached copy
of online payment confirmation). |

We appreciate your expeditious processing of this submission and approval of the subject
application. If you need any additional information or assistance regarding this application, please
do not hesitate to contact me at 610-793-3222 (bertvolger@comcast.net).

Sincerely,

2 U

Bert Volger, Ph.D
Agent for
HELM Agro US, Inc.

Cc: Jan Stechmann -HAI
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Form Approved OMB No. 2070-0060

(E‘é'% UNITED STATES ENVIRONMENTAL PROTECTION AGENGY
N 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE
Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.\W., Washington, DC 20460.

Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol
Helm Agro US, Inc. 8275 Tournament Drive, Suite 340 Memphis, TN 38125 74530 - 23

Active Inaredient(s) and/or reoresentative test compound(s) Date

Lambda-Cyhailothrin May 11, 2012

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158) Product Name

Terrestrial Non Foaod, forestry, domestic in- and outdoor, non-domestic in-and ouldoor, nurseries Lambda - Cyhalothrin TC

NOTE: If your product is a 100% repackaging of anolher purchased EPA-registered product labeled for all the same uses on your label, you do nol need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only}

| am using the cite-all method of support, and have included with this form 1 am using the selective method of support (or cite-all option
D a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used)

SECTION Ii: GENERAL OFFER TO PAY

|Required if using the cite-all method or when using the cite-all option under the seleclive method to satisfy one or more data requirements]

| hereby offer and agree to pay compensation, o other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION lil: CERTIFICATION

| certify thal this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
application for registralion, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section I, this applicalion is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the q?ta
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and
uses

| certify that for each exclusive use study cited in supporl of this registration or reregistralion, that | am the original data submitter or that | have obtained
the written permission of the original data submilter to cile that study.

| certify that for each study cited in support of this registration or reregistration thal is not an exclusive use study, either: (a) | am tpg gﬁginal data
submilter; (b) | have obtained the permission of the original data submitier to use the study in support of this application; (c) all peﬁod; of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or (e) | have notified in writing the company that sub_m;_tled the study _and have
offered (I} to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA: and (i) to commence negoliations to determine the
amount and terms of compensation, if any, to be paid for the use of the sludy.

| certify that in all instances where an offer of compensation is required, capies of all offers to pay compensation and evidence of?he..' d‘uli«,-ry in
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon reguesl_. Should | fail tc F oduce suf:h ”
evidence 1o the Agency upon request. | undersland that the Agency may iniliale action to deny, cancel or suspend the registration of my product in conformity wil
FIFRA.

| certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknowleage that any
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law.

Date Typed or Printed Name and Title

Signature , —
S j }/1 ]"\/ May 11, 2012 Bert Volger. Agent for Helm Agro US, inc.

~ I ——

EPA Form 8570-34 (9-07) Electronic and Paper versions available. Submit only Paper version.
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Form Approved OMB No. 2070-0060

o, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
gé‘&} 401 M Street, S.W.
b e WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection
Agency, 401 M Street, S. W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX
Date: 5/11/2012 EPA Reg No./File Symbol: 74530-23 Page 1 of 3
Applicant's/Registrant’'s Name & Address:  Helm Agro US, Inc.
8275 Tournement Drive, Suite 340 Product: Lambda-Cyhalothrin TC
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference
Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/OPPTS
61-1/ Product Identity and Composition 47170101 Helm Agro US, Inc. o
830.1550
61-2/ Beginning Materials and Manufacturing Process 47170101 Helm Agro US, Inc. D
830.1600 & 830.1620
61-3/ Discussion of the Formation of Impurities 47170101 Helm Agro US, Inc. O
830.1670
62-1/ Preliminary Analysis 47170102 Helm Agro US, Inc Own
830.1700
See submitted CSF
62-2/ Certified Limits 47170101 Helm Agro US, Inc. O
830.1750
62-3/ Enforcement Analytical Method 47170103 Helm Agro US, Inc. B
830.1800
63-2/ Color 47192401 Helm Agro US, Inc. Owii
830.6302
63-3/ Pnysical State 47193401 Helm Agro US, Inc. ——
830.6303
EPA Form 8570-35 (9-97) Electronic and ~aper versions available. Submit only Paper version. Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-
0060

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency,
401 M Street, S. W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX
Date: 5/11/2012 EPA Reg No./File Symbol: 74530-23 Page 2 of 3
Applicant's/Registrant's Name & Address:  Helm Agro US, Inc. " ”
PP 9 8275 Tgurnement Drive, Suite 340 Product: Lambda-Cyhalothrin TC
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference
Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/OPPTS
63-4/ 47193401 Ot
830.6304 Odor Helm Agro US, Inc.
63-5/ 47170105 o
830.7200 Melting Point Helm Agro US, Inc.
63-7/ 47193401 B
830.7300 Density Helm Agro US, Inc.
63-8/ 47193402 e
830.7840 Solubility 47170108 Helm Agro US, Inc.
63-9/ 47193403 By
830.7950 Vapour Pressure Helm Agro US, Inc.
63-11/ 47170106 B
830.7550 Octanol/Water Partition Coefficient Helm Agro US, Inc.
63-12/ 47193401 Own
830.7000 pH Helm Agro US, Inc.
63-13/ 47170101 B
830.6313 Stability Helm Agro US, Inc.
63-14/ 47170101 SWh
830.6314 Qxidation/reduction: Chemical incompatibility Helm Agro US, Inc.
63-16/ 47170101 e
830.6316 Explodability Helm Agro US, Inc.
63-17/
830.6317 Storage Stability 47890801 Helm Agro US, Inc. Own
63-20/
830.6320 | Corrosion Characteristics 47890801 Helm Agro US, Inc Fan
NIAS 3
830.7050 I UVVisible Aasorption 47193401 Helm Agro US, Inc. G

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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Form

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY gﬁj’g’;"'d
(& 401 M Street, S.W. 20700060
o WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.
W., Washington, D.C. 20460. Da not send the form to this address.

DATA MATRIX

Date: 5/11/2012 ) EPA Reg No./File Symbol. 74530-23 Page 30of 3
Applicant’s/Registrant's Name & Address:  Helm Agro US, Inc.
8275 Tournement Drive, Suite 340 Product: Lambda-Cyhalothrin TC
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference Numbers, sk ;
OPPRIOPPTS Guideline Study Name MRID Number Submitter Status Note
81-1/ Acute Oral Toxicity - Rat 47170110 Helm Agro US OWN
870.1100
81-2/ Acute Dermal Toxicity-Rabbit 47170111 Helm Agro US OWN
870.1200
81-3/ Acute Inhalation Toxicity-Rat 47170112 Helm Agro US OWN
870.1300
81-4/ Primary Eye Irritation-Rabbit 47170113 Helm Agro US OWN
870.2400
81-5/ Primary Dermal Irritation-Rabbit 47170114 Heim Agro US OWN
870.2500
81-6/ Dermal Sensitization in Guinea Pigs 47170115 Helm Agro US OWN
870.2600
EPA Company No
Generic Lambda-Cyhalothrin Data, 100 Syngenta Crop Protection Pay
offer to pay under “cite-all”,
see enclosed LOA from Syngenta
dated 03/01/2011
i Y—— e
L. s o
Signature
) . e Name and Title: Bert Volger, Ph.D.
:J?""‘f Vv — Agent for Helm Agro US, Inc. Date May 11, 2012
EPA Form 8570-35 (9-97) Elecrroric and Pcper versions available. Submit only Paper version. Agency Internal Use Copy
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£ i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
% M g WASHINGTON, D.C. 20460
%L nm"r"\\(%
& OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION
OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (7505P)
DP Barcode No.: D403565 File Symbol No.: 74530-23 Decision No.: 465360
PC Code: 128897 Action Code: R 340
Food Use: NO Product Name: Lambda-Cyhalothrin TC
Date: October 24, 2012
SUBIJECT: Product Chemistry Review of the Manufacturing Use Product Lambda-Cyhalothrin TC
FROM: Bruce F. Kitchens, Chemist W 4
Technical Review Branch/RD (7505P) ’
Registration Division (7505P) Zﬁ/ 2 Zzo/ Z-
TO: RM #13, Mark Suarez/Samantha Hulkower @\/\/\ 'l Q M I
Insecticide Branch
Registration Division (7505P)
INTRODUCTION:

The registrant, Helm Agro US, Incorporated, is submitting a request to amend the registered manufacturing use

product,

LL.ambda-Cyhalothrin TC. This amendment is the result of an additional production site for the active

ingredient. The active ingredient in this product is Lambda-Cyhalothrin at a label nominal concentration of 97.9%

a.i. This

product is intended for use in the manufacture of insecticide end-use products. In support of this request,

the registrant has submitted an alternate Confidential Statement of Formula (CSF) dated 11 May 2012 and product
chemistry data contained in MRID#s 488405-01 and 488405-02. The Technical Review Branch (TRB) has been

asked to review this submission.

SUMMARY OF FINDINGS:

3]

TRB has reviewed this submission and reports the following findings:

This product is produced from an integrated formulation system. This means that the product is the result
of intended chemical reactions.

All impurities have been assayed and identified by the registrant. The registrant has not declared any
impurities of toxicological concern in this product. All impurities have a nominal concentration and upper
certified limits. The proposed alternate formulation contains fewer impurities than the current basic
formulation.

The nominal concentration of the active ingredient listed on the proposed alternate CSF and the basic CSF
are the same. The mean active ingredient nominal concentration as determined in the preliminary analysis
is 98.10%. This differs from the active ingredient nominal concentration of 97.9% ai listed on the CSF;
however, it does fall within the certified limits of the active ingredient.
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DP Barcode No.: D403565 File Symbol No.: 74530-23 Decision No.: 465360

PC Code: 128897 Action Code: R 340
Food Use: NO Product Name: Lambda-Cyhalothrin TC
4. The active ingredient’s certified limits as proposed on the alternate CSF are acceptable.

S The alternate production is:

In correspondence, the registrant declared that the manufacturing process did not change.

CONCLUSIONS:

TRB has reviewed this submission and concludes the following:

|4 The proposed alternate formula CSF for the manufacturing use product, Lambda-Cyhalothrin dated 11 May
2012 is acceptable.

2 This submission satisfies the data requirements as specified in 40 CFR 158.320, 158.325, 158.335,
158.340, 158.350, and 158.355 with respect to product identity and composition, description of materials
used to produce the product, description of production process, discussion of formation of impurities,
certified limits, and enforcement analytical method.

3. This submission meets the criteria specified in 40 CFR 152.43 with respect to alternate formulations.

*Product ingredient source information may be entitled to confidential treatment*
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DP Barcode No.: D403565

PC Code: 128897
Food Use: NO

File Symbol No.: 74530-23
Action Code: R 340
Product Name: Lambda-Cyhalothrin TC

830.1550. Product Identity & Composition:

Trade Name:

Alternate Brand Name:
Synonyms

EPA Registration No.:
PC Code

Source:

Common name (ISO);

Chemical Name (IUPAC)

CAS Nomenclature:

CAS Number:

Molecular Weight
Identity test

Empirical Formula

Structural Formula

Purpose

Nominal Concentration /

Label claim of active ingredient:

Other ingredients:

Label statement:

Lambda-Cyhalothrin TC
Lambda-Cyhalothrin Technical
R119321, PP321

74530- to be assigned

128897

Alternate, new Source

Lambda-cyhalothrin (technical); ISO # 1750 (approved)

A reaction product comprising equal quantities of (S)-a-cyano-3-
phenoxybenzyl (2)-(1R,3R)-3-(2-chloro-3,3, 3-trifluoroprop-1-enyl)-
2,2-dimethylcyclopropanecarboxylate and (R)-a-cyano-3-
phenoxybenzyl (2)-(18,3S)-3-(2-chloro-3,3, 3-trifluoroprop-1-enyl)-
2,2-dimethylcyclopropanecarboxylate

[1a(S*),3a(2)]-(t)-cyano(3-phenoxyphenyl)methyl 3-(2-chloro-3,3,3-
trifluoro-1-propenyl)-2,2-dimethylcyclopropanecarboxylate

91465-08-6

449.9
GC (relative retention time), NMR, IR

C23H18CIF3NO3

CF;

®) CN
g — JL /k 0
(_\‘/ s ’ R e il
P G
H,C CH,

Insecticide for Formulation Purposes only

97.9% wiw

2.1% wiw

*Product ingredient source information may be entitled to confidential treatment*

Decision No.: 465360



DP Barcode No.: D403565 File Symbol No.: 74530-23 Decision No.: 465360
PC Code: 128897 Action Code: R 340
Food Use: NO Product Name: LLambda-Cyhalothrin TC

CONFIDENTIAL APPENDIX

Results of the 5 batch analysis are provided in the following table:

*Manufacturing process information may be entitled to confidential treatment™
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PRIA 2 - 21 Day Content Screen Review Worksheet
(EPA/OPP Use Only)
3/23/09
21 Day Screen Start Date: 3 ~T5 It
Experts In-Processing Signature: /77 4nnesveron Date S 29~/ Fee Paid: Yes [
Division management contacted on issues No Yes Date

EPA Reg. Number: 7 (_/5‘3 O ~ 73 EPA Receipt Date: S -7< - /Z

Items for Review Yes | No | N/A*

including package type

Confidential Statement of Formula all boxes completed, form signed, and

dated (EPA Form 8570-4) (Link to form)

a) All inerts (link to http://www.epa.gov/opprd001/inerts/), yes no
including fragrances, approved for the proposed uses (see
Footnote A) Mo  1moErTS

Application Form (EPA Form 8570-1)(link to form) signed & complete X

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to
form) completed and signed (N/A if 100% repack) X

Certificate and data matrix consistent

X

If applicant is relying on data that are compensable, is the offer yes | 1ma
to pay statement included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source is unregistered or applicant owns the )(
technical)

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% X
repack)

yes | no
a) Selective Method (Fee category experts use) p'd

b) Cite-All (Fee category experts use)

¢) Applicant owns all data (Fee category experts use)

5 Copies of Label (link to http:/www.epa.gov/oppfeadl/labeling/lrm/)
6 (Electronic labels on CD are encouraged and guidance is available)( link to >(\
http://www.epa.gov/pesticides/regulating/registering/submissions/index.htm##labels

)




Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to
http://www.epa.gov/pesticides/regulating/tolerance_petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk.html)

| ><

10

Required Data (link to
http://www.epa.gov/pesticides/regulating/data_requirements.htm) and/or
data waivers. See Footnote C.

a) List study (or studies) not included with application
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site [link to http://www.epa.gov/opprd001/inerts/lists.html] and if the inert is not
approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch @epa.gov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to
http://www.epa.cov/oppbppd I /biopesticides/contacts _bppd.hum].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd001/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency'’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved. or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee

category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

]

Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

5
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of

the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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o Y WASHINGTON, D.C. 20460
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May 29, 2012
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-465360

EPA File Symbol or Registration Number: 74530-23
Product Name: LAMBDA-CYHALOTHRIN TC
EPA Receipt Date: 25-May-2012

EPA Company Number: 74530

Company Name: HELM AGRO US, INC.

BERT VOLGER, PH.D.

CERES INTERNATIONAL LLC
HELM AGRO US, INC.

1087 HEARTSEASE DRIVE
WEST CHESTER, PA 19382-

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will

be communicated separately. During the administrative screen, the Office of Pesticide Programs

has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code; R340

NON-FAST-TRACK (INCLUDES CHANGES TO PRECAUTIONARY LABEL
STATEMENTS;SOURCE CHANGES TO AN UNREGISTERED SOURCE);

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362.

Sincerely,
7 il

Front End Processing Staff
Information Technology & Resources Management Division
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6. Data Matrix (EPA form 8570-35)
One copy of the Data Matrix of all previously submitted data in support of the proposed
registration (one copy for Agency Internal Use, and one copy for Public File).

9. Registration Service Fee
Under PRIA I, the subject application should be assigned EPA’s Action Code R340:
Application to add an alternate CSF; using a new technical source for Lambda-
Cyhalothrin TC, that requires reviews within RD of product chemistry data of the new
source (Non-fast track; EPA decision review time of 4 months, fee = $3,617).

10. Confirmation of PRIA fee payment
Pay.gov Tracking ID: 256KUI35; Agency Tracking ID: 74311485542 (See attached copy
of online payment confirmation).

We appreciate your expeditious processing of this submission and approval of the subject
application. If you need any additional information or assistance regarding this application, please
do not hesitate to contact me at 610-793-3222 (bertvolger@comcast.net).

Sincerely,

_&ezﬁ

Bert Volger, Ph.D
Agent for
HELM Agro US, Inc.

Cc: Jan Stechmann -HAI
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection
Agency, 401 M Street, S. W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX
Date: 5/11/2012 EPA Reg No./File Symbol: 74530-23 Page 1 of 3
Applicant's/Registrant's Name & Address:  Helm Agro US, Inc.
8275 Tournement Drive, Suite 340 Product: Lambda-Cyhalothrin TC
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference
Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/OPPTS
61-1/ Product Identity and Composition 47170101 Helm Agro US, Inc. Own
830.1550
61-2/ Beginning Materials and Manufacturing Process 47170101 Helm Agro US, Inc. Ol
830.1600 & 830.1620
61-3/ Discussion of the Formation of Impurities 47170101 Helm Agro US, Inc. Own
830.1670
62-1/ Preliminary Analysis 47170102 Helm Agro US, Inc. B
830.1700
See submitted CSF
62-2/ Certified Limits 47170101 Helm Agro US, Inc. it
830.1750
62-3/ Enforcement Analytical Method 47170103 Helm Agro US, Inc. .
830.1800
63-2/ Color 47193401 Helm Agro US, Inc. —
830.6302
63-3/ Physical State 47193401 Helm Agro US, Inc. own
830.6303

EPA Form 8570-35 (9-97) Electronic and 2aper versions available. Submit only Paper version.

Agency Internal Use Copy
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Form Approved OMB No. 2070-

o, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 0060
: m‘é 401 M Street, S.W.
st WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, inciuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency,
401 M Street, S. W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX

Date: 5/11/2012 EPA Reg No./File Symbol; 74530-23 Page 2 of 3
Applicant's/Registrant's Name & Address: Helm Agro US, Inc. y )
’ 8275 Tc?urnement Drive, Suite 340 Produst: Lambda-Cihalathn 75
Memphis, TN 38125
Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference
Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/OPPTS
63-4/ 47193401 Own
830.6304 Qdor Helm Agro US, Inc.
63-5/ 47170105 i
830.7200 Melting Point Helm Agro US, Inc.
63-7/ 47193401 Bk
830.7300 Density Helm Agro US, Inc.
63-8/ 47193402 it
830.7840 Solubility 47170108 Helm Agro US, Inc.
63-9/ 47193403 Own
830.7950 Vapour Pressure Helm Agro US, Inc.
63-11/ 471701086 it
830.7550 Octanol/Water Partition Coefficient Helm Agro US, Inc.
63-12/ 47193401 own
830.7000 _pH Helm Agro US, Inc.
63-13/ 47170101 B
830.6313 Stability Helm Agro US, Inc.
63-14/ 47170101 ik
830.6314 Oxidation/reduction: Chemical incompatibility Helm Agro US, Inc.
63-16/ 47170101 Shuis
830.6316 Explodability Helm Agro US, Inc.
63-17/
830.6317 Storage Stability 47890801 Helm Agro US, Inc. K
63-20/
830.6320 I Corrasion Characteristics 47890801 Helm Agro US, Inc. Qi
N/A/ -
830.7050 | JV/Visible Aasorption 47193401 Helm Agro US, Inc. G

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy




Form

e UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Seproved
. N OMB No.
img 401 M Street, S.W. 2070-0060
e 4 WASHINGTON, D.C. 20460

Paper Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.
W., Washington, D.C. 20460. Do not send the form to this address.

DATA MATRIX

Date: 5/11/2012 EPA Reg No./File Symbol: 74530-23 Page 3 of 3

Applicant's/Registrant’'s Name & Address: Helm Agro US, Inc.
8275 Tournement Drive, Suite 340 Product: Lambda-Cyhalothrin TC
Memphis, TN 38125

Ingredient: Lambda-Cyhalothrin Technical
sulgeling Relerssoe Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/IOPPTS
81-1/ Acute Oral Toxicity - Rat 47170110 Helm Agro US OWN
870.1100
81-2/ Acute Dermal Toxicity-Rabbit 47170111 Helm Agro US OWN
870.1200
81-3/ Acute Inhalation Toxicity-Rat 47170112 Helm Agro US OWN
870.1300
81-4/ Primary Eye [rritation-Rabbit 47170113 Helm Agro US OWN
870.2400
81-5/ Primary Dermal Irritation-Rabbit 47170114 Helm Agro US OWN
870.2500
81-6/ Dermal Sensitization in Guinea Pigs 47170115 Helm Agro US OWN
870.2600

EPA Company No

Generic Lambda-Cyhalothrin Data, 100 Syngenta Crop Protection Pay
offer to pay under “cite-all”,
see enclosed LOA from Syngenta
dated 03/01/2011

E T =

| = e

Signature
) s 1 Name and Title: Bert Volger, Ph.D,
E"% L MT‘*f’ Agent for Helm Agro US, Inc. Date May 11, 2012

EPA Form 8570-35 (9-97) Elecrroric and Pcper versions available. Submit only Paper version. Agency Internal Use Cﬂ;‘v
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Online Payment
Step 3: Confirm Payment

Thank you.
Your transaction has been successfully completed.

Pay.gov Tracking Information
Application Name: PRIA Service Fees
Pay.gov Tracking ID: 256KUI35
Agency Tracking ID: 74311485542
Transaction Date and Time: 05/10/2012 10:40 EDT
Payment Summary

Page 1 of 1

11213

Address Information Account Information Payment Information
Account Holder Bert Volger Card Type: Visa Payment Amount: $3,617.00

Name:
1087 Heartsease

- SN Decision
Bl!l]!:lg Address: Drive Number:
Billing Address- Registration ——_—
2: Number: )
City: West Chester Helm Agro US
State / Province: PA Company Name: Inc.

Zip / Postal Company

Code: acae Number: ol

Country: USA Action Code: R340

https://www.pay.gov/paygov/payments/authorizePlasticCardPayment.html

Card Number; ************3785 Transaction Date 05/10/2012

and Time: 10:40 EDT

518212
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

M@e WASHINGTOMN, D.C. 20460
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L PrOT June 08, 2012 OFFICE OF CHEWMICAL $AF ETY

AHD POLLUTION PREVENTION
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e
Agenct

CERES INTERNATIONAL LLC
HELM AGRO US, INC.

1087 HEARTSEASE DRIVE
WEST CHESTER, PA 19382

Report of Analysis for Compliance with PR Notice 11-03

Thank you for your submittal of 25-MAY-12. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master
Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.









6. Data Matrix (EPA form 8570-35)

One copy of the Data Matrix of all previously submitted data in support of the proposed
registration (one copy for Agency Internal Use, and one copy for Public File).

9. Registration Service Fee
Under PRIA Il, the subject application should be assigned EPA's Action Code R340:
Application to add an alternate CSF; using a new technical source for Lambda-
Cyhalothrin TC, that requires reviews within RD of product chemistry data of the new
source (Non-fast track; EPA decision review time of 4 months, fee = $3,617).

10. Confirmation of PRIA fee payment

Pay.gov Tracking ID: 256KUI35; Agency Tracking ID: 74311485542 (See attached copy
of online payment confirmation).

We appreciate your expeditious processing of this submission and approval of the subject
application. If you need any additional information or assistance regarding this application, please
do not hesitate to contact me at 610-793-3222 (bertvolger@comcast.net).

Sincerely,

Bert Volger, Ph.D
Agent for
HELM Agro US, Inc.

Cc: Jan Stechmann -HAl

89









Pages 92-94-*Confidential Statement of Formula may be entitled to confidential treatment*

PA Form 8570-4 (Rev. 8-94) Previous dditions are obsolete White - EPA Copy (onigmal) — Yellow — Applicant copyg &


















page 3 of 3

EPA Reg. No. 74530-23

h. In the Conditions of Sale add “To the extent permitted by applicable law.”
before the sentences beginning “All such risks shall be ..., *This warranty does not
extend...”. “"HELM MAKES NO WARRANTIES...", and “THE EXCLUSIVE
REMEDY..."”

i.. In the Conditions of Sale, revise “In no event shall Helm or Seller be liable
for any...” to read *To the extent permitted by applicable law, Helm or Seller shall
not be liable for any...™.
Submit three copies of the revised final printed label for the record.
If these conditions are not complied with, the registration will be subject to cancellation
in accordance with FIFRA sec. 6(¢). Your release for shipment of the product constitutes

acceptance of these conditions.

A stamped copy of the label is enclosed for your records,
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Material Sent for Data Extraction
Reg. # 74530 -

Description:

Vj Material(s) Sent to Data Extraction Contractors:

j New Stamped Label Dated 5/7?3,’/2{-/{)

L1 Notification Dated

L] New CSF(s) Dated

L Other:
IZ' Decision #: _47/ <94

1 Other Action/Comments:

File this coversheet and attached materials in the jacket. It must be
well organized and clipped together, NOT STAPLED. Then give the
jacket with the coversheet and materials to staff in the Information
Services Center (ISC) (Room S-4900). If a jacket is full or only
available as an image, please file materials in a new jacket and bring it
down to the (ISC). For further information please call 703-605-0716.

Reviewer: _/J)e/idy 715

Fociiid |
Phone: _ 655972 Division: _Z8/0
Date: 3 /40/2¢/
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Material Sent for Data Extraction

Reg. #

Description:

] Material(s) Sent to Data Extraction Contractors:

L]

New Stamped Label Dated

Notification Dated

]

New CSF(s) Dated

|

Other:

[

] Decision #:

1  Other Action/Comments:

File this coversheet and attached materiais in the jacket. It must be
well organized and clipped together, NOT STAPLED. Then give the
jacket with the coversheet and materials to staff in the Information
Services Center (ISC) (Room S-4900). If a jacket is full or only
available as an image, please file materials in a new jacket and bring it
down to the (ISC). For further information please calli 703-605-0716.

2eviewer:

Phone: | Division:

Date:
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Bert Volger, Ph.D.

Agent for, HELM Agro US, Inc.
8275 Tournament Drive, Suite 340
Memphis, Tennessee 38125

Subject: Alternate Source/Confidential Statement of Formula
Lambda-Cyhalothrin TC
EPA Registration Number: 74530-23
Application Dated: October 29, 2012
Decision: 471494

Dear Dr. Volger:

The Confidential Statement of Formula, dated October 29, 2012, referred to
above, submitted in connection with registration under the Federal Insecticide,
Fungicide, and Rodenticide Act as amended, are acceptable.

This information has been added to our files for the product.

If you have any questions, please contact Melody Banks on 703 305-5413 or via

E-mail @ banks.melody@epa.gov.

A stamped copy of the product label is enclosed for your records.
Sincerely,

Az{ Suarez

Insecticide Branch
Product Manager
Registration Division (7504P)

Enclosure: Copy of Product Chemistry Review
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DP BARCODE No.: 408064; REGISTRATION No.:74530-23; PRODUCT NAME: Lambda-Cyhalothrin TC;
DECISION No.:471494; PC Code(s):128897; ACTION CODE: R340; FOOD Use: Yes

INTRODUCTION:

The registrant has submitted an application to amend the registration for the subject product by
submitting a new alternative CSF (dated October 29, 2012) with nominal concentration of 96.2%. The
basic CSF (dated June 28, 2007) indicates Helm AG, Nordkanalstrasse 28, 20097 Hamburg Germany
as the production site with nominal concentration of 97.9% which is also the product label claim
nominal concentration. To support the new alternative CSF the registrant has submitted group A
product chemistry data with MRID Nos. 489855-01 and -02.TRB has been asked to determine the
acceptability of the new alternate CSF and the supporting product chemistry data.

SUMMARY OF FINDINGS:

1. The registrant has submitted a new Confidential Statement of Formula for an alternative
formulation (dated October 29, 2012) for Lambda-Cyhalothrin TC. The nominal concentration of the
active ingredient is 96.2%, based on the five batch analysis. The product label claim nominal
concentration for the technical is 97.9%. The registrant has reported [Jffimpurities which included
one impurity of toxicological significant at the same concentrations as in the current basic CSF. The
data submitted satisfy the data requirements of 40CFR§158.320 [MRID No. 489736-01].

2. The product chemistry data submitted corresponding to guidelines 830.1550 (product identity &
composition), 830.1600 (description of materials used to produce the product), 830.1620 (description
of production process). 830.1670 (description of formation of impurities), and 830.1750 (certified
limits) satisfy the data requirements of 40CFR§158.320, §158.325, §158.330, §158.340 and §158.350
[MRID Nos. 489736-01 & 489736-03].

3. The five batch analysis was performed at Nutrichem Laboratory Co. Ltd. in compliance with 40
CFR§160 on Good Laboratory Practice. The five representative batches were assayed by GC-FID and
MS with internal standard quantification method for the active ingredient, lambda-cyhalothrin. The
B < idcntified and quantified by HPLC-UV (225 nm) using
external standard technique. The ||| | | JEEE +2s identified and quantified by GC-MS with
internal standard quantification method. The data submitted corresponding to the guideline reference
830.1700 (preliminary analysis, five batches) satisfy the data requirements of 40CFR§158.345 [MRID
No. 489736-02].

*Manufacturing process information may be entitled to confidential treatment*
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DP BARCODE No.: 408064; REGISTRATION No.:74530-23; PRODUCT NAME: Lambda-Cyhalothrin TC:
DECISION No.:471494; PC Code(s):128897; ACTION CODE: R340; FOOD Use: Yes

CONCLUSIONS:

The TRB has reviewed the new alternate CSF and the supporting group A product chemistry data and
has concluded that:

1. The new CSF for the alternate formulation (dated October 29, 2012) is substantially similar in
chemical composition to the current basic CSF (dated June 28, 2007) and is acceptable. There is slight
difference in the nominal concentration of the active ingredient (97.9% in current basic & label claim
vs 96.2% in new alternate CSF) however this falls within the upper and lower limits set in the basic
CSE.

2. The registrant has listed.new major impurities in the proposed alternate CSF that is not found
on the basic CSF (dated June 28, 2007). According to Dr. Byron Backus (toxicologist in TRB), the
presence of these additional impurities in the concentrations provided on the CSF will not cause any
adverse health and/or environmental effects based on their chemical structures. The impurities are
considered as not of toxicological concern.

3. The product chemistry data submitted corresponding to guidelines 830.1550 (product identity &
composition), 830.1600 (description of materials used to produce the product), 830.1620 (description

of production process), 830.1670 (description of formation of impurities), 830.1700 (preliminary
analysis) and 830.1750 (certified limits) are acceptable.

*Manufacturing process information may be entitled to confidential treatment*
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DP BARCODE No.: 408064; REGISTRATION No.:74530-23; PRODUCT NAME: Lambda-Cyhalothrin TC;
DECISION No.:471494; PC Code(s): 128897, ACTION CODE: R340; FOOD Use: Yes

830.1550: Product identity: (MRID No. 489855-01)

Trade Name

Alternate Brand Name:
Synonyms

EPA Registration No.:
PC Code

Source

Common name (ISO)

Chemical Name (IlUPAC)

CAS Nomenclature

CAS Number:

Molecular Weight
ldentity test

Empinical Formula

Structural Fermula

Purpose

Nominal Concentration /

Label ciaim of active ingredient:

Lambda-Cyhalothrin TC
Lambda-Cynalothrin Technicai
R119321, PP321

74530- lo be assigned

128897

Lambda-cyhalathnin (technical), 1SO # 1750 (appraved)

A reaction preduct comprising egual quantities of {S)-a-cyano-3-
phenoxybenzyl (2)-{1R,3R)-3-(2-chloro-3 3. 3-triflucroprop- 1 -enyl)-
2,2-dmethylicycioprapanecarboxylate and (R)-a-cyano-3-
phenoxybenzyl (2)-{1S,3S)-3-(2-chloro-3,3, 3-trifluoroprop-1-enyl)-
2.2-dimethyicyclopropanecarhoxylate

[1a(S"),3a(Z)}-{+)-cyano(3-phenoxyphenylimethyl 3-(2-chioro-3 3,3-
trifluoro- 1-propenyl)-2 2-dimethylcyclopropanacarboxylate

91465-08-6

4490
GC (relative retention time) NMR, IR

C23H15CIFaNO3

CE. O CN

C 5 l

. | |
H,C CH,

Insectic’de for Formulation Purposas only

97 9% wiw

*Product ingredient source information may be entitled to confidential treatment*
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DP BARCODE No.: 408064; ReGISTRATION No.:74530-23; PRODUCT NAME: Lambda-Cyhalothrin TC:
DECISION No.:471494; PC Code(s):128897, ACTION CODE: R340; FOOD Use: Yes

Table 1. Manufacturing and Impurity Data for Lambda-cyhalothrin TC.

GLN

Requirement

MRID

Status

Details and/or Deficiency

830.1550

Product Identity & Composition

489855-01

The registrant has submitted a
alternative CSF (dated October
29, 2012) with nominal
concentration of 96.2% for the Al,
which agrees with the product
label claim nominal concentration.

830.1600

Description of materials used
to produce the product

489855-01

The registrant has provided
MSDS's for all the starting
materials used in the production
of Lambda-Cyhalothrin TC.

830.1620

Description of production
process

489855-01

The Lambda-Cyhalothrin TC is
produced i teps. Details of
the each steps of the process
have been submitted. The quality
assurance steps taken have been
provided.

830.1670

Discussion on the formation of
impurities

489855-01

The registrant has liste

impurities on the alternative CSF
as identified during the 5 batch
analysis. The origin and
mechanisms of their formations
have been discussed. None of the
impurities identified are of tox
concern.

830.1700

Preliminary analysis

489855-02

The Al and impurities have been
identified in the 5 batches of
Lambda-Cyhalothrin TC by GC-
MS/FID and HPLC/UV method
with internal and external
standard quantification. The
structures of the Al & the
impurities have been confirmed
by GC-MS methods. The
analytical methods have been
validated for precision, linearity
and accuracy.

830.1750

Certified limits

489855-01
489855-02

The certified limits of Al and
impurities are based on the five
bath analysis.

830.1800

Enforcement analytical method

489855-01
489855-02

A

The validated analytical method
used during the 5 batch analysis
is applicable for enforcement
purposes.

A = Acceptable; N = Unacceptable (see Deficiency); N/A = Not Applicable; G = Data gap; | = In progress;
U = Up-grade (additional information required);

*Manufacturing process information may be entitled to confidential treatment™*
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DATA MATRIX

Date: 10/29/2012 EPA Reg No./File Symbol: 74530-23 Page 1 of 3

Applicant's/Registrant's Name & Address:  Helm Agro US, Inc.
8275 Tournement Drive, Suite 340 Product: Lambda-Cyhalothrin TC

Memphis, TN 38125

Ingredient: Lambda-Cyhalothrin Technical
Guideline Reference
Numbers, Guideline Study Name MRID Number Submitter Status Note
OPP/OPPTS
61-1/ Product Identity and Composition 47170101 Helm Agro US, Inc. own
H5 il 48840501
61-2/ Beginning Materials and Manufacturing Process 47170101 Helm Agro US, Inc. Bwh
830.1600 & 830.1620 48840501
61-3/ Discussion of the Formation of Impurities 47170101 Helm Agro US, Inc. Own
8301610 48840501
62-1/ Preliminary Analysis 47170102 Helm Agro US, Inc. O
See submitted CSF
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62-3/ t Erforcemrnt Ana!ytical Method 47170103 Helm Agro US, Inc. Ovin
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63-2/ Color 47193401 Helm Agro US, Inc. DR
830.6302
63-3/ Physical State 47193401 Helm Agro US, Inc. Owin
830.6303
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